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REMARKS 

The Office Action mailed December 5, 2006 has been received and reviewed. All claims 
currently under consideration stand rejected. All amendments and claim cancellations are made 
without prejudice or disclaimer. No new matter has been added. Reconsideration is respectfully 
requested. 

1. Specification Objection 

The Examiner objected to the blank space in the first sentence of the specification. 
Appropriate correction has been made. 

2. Double Patenting 

Claims 61 through 66 stand provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as assertedly being unpatentable over claims 2, 4, and 6 of 
copending Application No. 11/037,972. Claim 64 has been canceled, thereby rendering that 
portion of the rejection moot. Applicants submit that claims 61 through 63, 65, and 66 should be 
otherwise allowable, and that no other rejections other than the provisional rejections should 
remain. Therefore, applicants respectfully request the provisional rejections dropped and the 
case passed for issue. 

3. 35U.S.C. $ 112 

Claims 61 through 66 stand rejected under 35 U.S.C. § 112, second paragraph, as 
allegedly being indefinite. Specifically, it was thought that claim 61 is an incomplete claim. It 
was also thought that claim 62 is indefinite for reciting "and/or". A question was also raised 
regarding the phrase "lymphocyte subset-populations in the animal." 

Applicants submit that the amendments to claim 61 should overcome the rejection. 
Support for the amendments may be found throughout the as-filed specification, such as in the 
legend of Figure 58 and in paragraphs [00203] through [00205]. Additionally, claim 62 has been 
amended to recite "or" rather than "and/or." Regarding lymphocyte-subset populations, Thl or 
Th2 cell populations are examples of lymphocyte-subset populations. See, e.g., specification, 
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paragraph [0029]. Applicants submit that the claims are clear as amended and respectfully 
request withdrawal of the rejections. 

4. Claim rejections and 35 U.S.C. § 102(b) 

Claims 61, 62, 64, and 66 stand rejected under 35 U.S.C. § 102(b) as assertedly being 
anticipated by Palladino et al (U.S. Patent 5,055,447) (hereinafter "Palladino") as evidenced by 
Fassio et al Claim 64 has been cancelled, thereby rendering that portion of the rejection moot. 
Specifically, it was thought Palladino teaches a method for the treatment of septic shock using 
TGF-(5. It was also thought that Palladino teaches administering PBS to a group of mice. It was 
acknowledged by the Office that TGF-P has a molecular weight of 25 kD. It was thought that 
PBS is obtainable from urine and has a molecular weight less than 1 kD. 

Claim 61 as amended recites an apparent molecular weight of less than 15 kD. Therefore, 
TGF-P does not describe this element of the claim. PBS is smaller than 15 kD; however, 
Palladino does not disclose comparing PBS to a control. Therefore, if PBS is the urine fraction, 
then Palladino does not describe administering a control. Therefore, regardless of whether TGF- 
p or PBS is viewed as the urine fraction, Palladino does not describe each and every element of 
the claim as amended. 

Claims 62 and 66 are novel for at least the reason of depending from novel claim 61 . 

Applicants respectfully request withdrawal of the rejections. 

Claim 61 stands rejected under 35 U.S.C. § 102(b) as assertedly being anticipated by 
Ohlsson et al (Nature, 1990) (hereinafter "Ohlsson"). 

It was implicitly acknowledged by the Office that Ohlsson does not describe a urine 
fraction that elutes with an apparent molecular weight of less than 15 kilodaltons. Office Action 
mailed December 5, 2006, page 6. Claim 61 as amended recites an apparent molecular weight of 
less than 15 kD. Support for the amendment may be found throughout the as-filed specification, 
such as at paragraph [0034]. Thus, Ohlsson does not describe each and every element of the 
claimed invention. Applicants respectfully request withdrawal of the rejection. 
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5. Claim rejection and 35 U.S.C. § 103(a) 

Claim 65 stands rejected under 35 U.S.C. § 103(a) as allegedly being obvious over 
Ohlsson with support from Malyak et al (J. Immunology, 1998) (hereinafter "Malyak") and 
Olszyna et al. (Infection and Immunity, 1998) (hereinafter "Olszyna"). Specifically, it was 
thought that Ohlsson teaches administration of IL-1 antagonist (IL-lra) to rabbits with septic 
shock. It was further thought that EL- Ira is a 17 kD secretory protein that is secreted in the urine. 
It was further thought that given the measurement error of GPC, the 17 kD IL-lra renders the 
claimed 15 kD obvious. 

Applicants respectfully submit that the recombinant IL-lra used in Ohlsson is not 
identical to urinary IL-lra. Malyak discloses that secretory IL-lra is secreted in a glycosylated 
form as a 22- to 25-kD species. Malyak, page 1, column 2 t lines 1-2. In contrast, recombinant 
IL-lra, typically produced in E. coli, is a non-glycosylated, N-terminal methionyl for the human 
naturally-occurring polypeptide chain containing 153 amino acids and having a molecular weight 
of 17 kD. Thus, applicants submit that Ohlsson does not disclose experiments with secretory IL- 
lra, but with the non-glycosylated recombinant IL-lra. Therefore, the protein of Ohlsson is not 
from a urine fraction . Thus, Ohlsson does not teach this element. 

Additionally, Ohlsson may not be modified to teach experiments with secretory IL-lra. It 
is questionable whether secreted IL-lra would have the same endotoxin shock reduction 
properties as the recombinant unglycosylated form. Therefore, Ohlsson may not be modified to 
teach a urine fraction. 

Furthermore, even if Ohlsson is modified to teach secretory IL-lra, Ohlsson still does not 
teach every element of the claimed invention. Secretory IL-lra is a 22- to 25-kD protein. Thus, 
even if Ohlsson is modified, Ohlsson still does not teach an apparent molecular weight of less 
than 15 kilodaltons. Even in view of the alleged error in GPC measurements, secretory IL-lra in 
a glycosylated 22- to 25-kD form would not co-elute during GPC in the fraction up to 15 kD. 

Additionally, none of the cited references disclose that IL-lra can be found in the urine of 
a pregnant female . Thus, this element of the claims is not taught by the cited references as well. 
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Applicants note that claim 63 was not rejected under 35 U.S.C. § 102 or 103. Applicants 
are unsure if this was an error or if the Office was indicating that claim 63 contained allowable 
subject matter. 



If questions remain after consideration of the foregoing, the Office is kindly requested to 
contact applicants' attorney at the address or telephone number given herein. 

Respectfully submitted, 

Kelly A. Echols 
Registration No. 55,91 1 
Attorney for Applicants 
TraskBritt, P.C. 

P.O. Box 2550 

Salt Lake City, Utah 841 10-2550 
Telephone: 801-532-1922 

Date: April 4, 2007 
KAE/bv 
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